
APPLICATION FOR A V~l~~~ Form ApwovE CM No. OBW-OOB 
DEPARTM%f OF HEALTH AND HUMAN QERWGES FRQM 21 GFR ~~~.I~(~~ FQR A 

Food and Drug Administration LASER LIGHT SHOW, It)lSPLAY, 
OR OEVICE 

UQTE: No kser light chow, projection system. or device may vary from compfience with 21 CFR 1646.1 l(c) in design or use without the approval of this 
appf:&on in accordance with 21 CFR 1010.4. 

INSTRUCXIONS 
1. Check a applicable boxes and type or print the 3. Mail your application to the Dockets Managament Branch (HFA-305), Food and 

moueate 1 information. Drug Administration, Rm 1061,!563g Ffshere Lane, Rockvile, MD 20852. 
2. Submit i-3 original and four (4) copies. 4. Enter docket number if assigned. 

1. NAME OF COMPANY 
Prismati: Magic LLC 

2. ADDRES’) OF COMPANY (lmzlucie ZIP Code)(lf P.O. Box is used, itmludeactuel stat addtwmdm.) 
PO 413(! Wayne, NJ, 07474-4130 202 Otter-hole Road, West Milford, NJ 07480 

3. NAME AND TITLE OF RESPONSIf3L.E PERSON 4. TELEPHONE NO. (fntude aree code) 5. DATE OF SUBMISSION 
Dr. Davi i Volpa, Director of Research and Devabpment (973) 2834006 OQJO9/2005 

3. THE APF XANT REQUESTS THE VARIANCE TD BE IN EFFECT FOR A PERIOD OF 2 
genetal, wilt approve 8 viMan& for only two yeers. 

-YEARS FROM THE DATE OF ISSUE. (In 
W a hger period is a jmtt%ati ‘must 4e &tmhed as pmi of the apptication.) 

PRDDU67 DESCRlfWON AND USE 
r: LIST NAf,ZE AND/OR MODEL NUMSER(S)‘FORTHE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

Flare: 1-I-1104; Flint: F2-0104; Firefiy: F3-0905 
5. PRODUC T FOR WHICH A VARIANCE IS REQUESTED 

A iser display device 
A srojactor for a laser light show 

q A ‘,sser light show 
63 01 ter (Specify 

3. PRO.‘?CTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHE. -i. LASER LIGHT SHOW PRODUCERS 

d. PRODUC T IS INTENDED FOR USE IN A 
13 PI rneterium or other dome projection stnJctUr8 
Ih@ Tt eater 
0 Hr tel/motel ballroom or meeting room 
q St ore displays 
a Tr -2de show or convention 
q Di zotheoue or nfght club 

Pt vilion 
Incoor arena 
Oi tdoor arena 
M’seum 
0: tdoor unenclosed area 
D It)r (Spew@) auditoriums and gyms 

e. PRODUC T IS INTENDED TO BE USED 
q At only one (Fixed) location 
q At a variety of (To@ locations 
I3 O.fer (Speci&) 

8. LASERRADIi 
LASER MEDIUM (Ar, He-Ne, etc.) I WAVE LE! 

DPSS (VA 3) 532 nm 

PRODUCT IS INTENDEDTO SE USED AT ANY ONE LOCATION 
More than 15 days 
Mqe than 6 but not more then 15 days 
Less than 5 days 

a. TO IS INTENDED TO RUN FUR I,:.; 
More than 6 months I 
I-6 months I” 

Less than one month _. 1 

Not aj3f%!.3bte (Not B fou/) 
Other (SpecHy 

h. PRODUCT UTlLltES THE FOLLOWfNG LASER EFFFCTS 
Front screen pmjectjons 
Rear s~rean projections .( 

q Holographic displays _ 1 

Multiple reflectio~diffrection effects 
Audience scanning (Also includes scanning any a6cessiMe 
uncvntmi/e~ amas) 
R&&ions from,$tationary mirrors or mirrored 
surfaces (Beam Matrices) 
Stetionery irradietton of rot&ting minor bails, etc. 
Scanning brediation of rotating mirror balls, etc. 
Fiber optfc projections 
Fog, smoke, or other scattering enhancement effects 
Other (SpecirV 

‘ION LEVELS 
iTHS (nm) I PEAK POWER (watts) 

i 0.15 w 

9. IF ANY L SER RADIATION IS PULSED QR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLR-UDE 

Laser scanning: 26000 pps (-25 Hz), 40 degree full scan gngle 

10. REASC 
Cc*mpliance wfth the limits of 21 CFR lg49.1 l(c) would reetndt ihe tntended use of the product because ComplienCa would 
lin ,it the output power to the extent that the de&red effecta would not be sufficiently visible 

q 0 ier or additional explanation (Speci&] 
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1.3 IN WHICH IT IS PROPOSED TO DEVlATE FROM THE REQUIREMENTS OF THE APPLICASLE STANDARD 
m it IS proposed to deviate from the pr&isions of 21 CFR 1040.1 l(c) in that the accessibie em&km tev@ would excaad the 

accessible emission limii specified in 21 CFR 104O.t’1(d), 
it ! 5 proposed to deviate from the prdvisions of 21 CFR IWO.1 1 (c) as follows: 

2. ADVAN-AGES TO SE DERlVED FROM SUCH DEVIATION 
Leser light shows and displays are accepted popular media k~ entefta~ment and the srts. Use of powar teveis in excess 
of the limits imposed by 27 CFR 1040.1 l(c) is nacessary k, eehfeve’tha reqtire‘d effects in these madia. 

q OWer or additional advantages (de&be end &xpkdn). 

3. EXPIAI \1 THE ALTERNATE MEANS OF R@XATiON PROTECTION TO SE PROV@ED. &%a& aamany boxes as apply, In ifam 14 “R8ma&s,” 
jusftfy 8 y bOX8S not chat&ad, using addiflonal sheets as namssaty. Sfafa 8ny o&W mms aftz&#&b pfaW!ion that will be mad.) 
a. AP laser products, systems, shows, a&l prodectMs will be certified to comply w&h 21 CFR 1040.10 and the oonditions of thii variance and will 

be reported as required by 21 CFR 1402.10 AND 1002.11 using tha reporting guides pfovkted for such p!~rpose. These actions will be 
aczomplishad prior to any kWoduct+ into oammerca. 

b. a Ef’ects not specifically indicated in this varianca appii~ will not be perfomwd. No other effects will ba addad until art amendmant to the 
vf dance has been obtained and the required reports or supptemants, as applicabile, have been submitted. 

C. SC anning, projection. or reflection of taser and collateral radiition &i@show fad@ionj into audience or,other accessible uncontrollad areas 
wi * not be permittad except for dii reflections produced by the atmosphere, added &?lOSph8I’k‘f4C&ed~ media, and target Screens. 

d. a Le ser radiation levels in excass of the limits of Class I will not be permitted at any point less @an 3.0 m&&s above any surface upon which 
persons other than operators, p&brm&rs, or employaes are ~tmitted to stand or2.5 maters b&w or in tatarai separation from any place 
wf era such pars~~‘~ are permitted to be. Operatora, parfom~% and emptoyees w&l not be reqtiirad or alWad to view radiation above the 
lir aits of Class I or be exposed to radiation above the limits spWfled in 2f CFR 104O.ll(c). 

e. q AI y product which ralles on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard system which 
dii sctly senses scanner motion and which will raact fast enough to preclude excaadirig the appiicabie Ilmit. 

f. Al; laser right shows shall be under the direct and personal contmi oftmtnad, competent operatar( Tha oparator(s) will: 
(1 Se an employee of tha variance hoklerwho wili be respons~bie for the training and the conduct of the operator; 
(2 Se located where all beam paths can ba directly observed at all tin?&; and 
(3 immediately taminate the emission of light show radiation in the event of any unsafe condiin; br, for outdoor shows, upon request 

by any air traffic control officials. 

9 Tt a maximum laser projector output payer will not exceed tba level required to obtain the intandad effects. 

h. Tk.s projection system (i.e., tha p@ecfor and all other compmanfs used io produce fha lighfing aft&&J will be securely mountad or 
irr~nobiiized to prevent unintended movement or mis&gnment. Seam masking will ba provided 88’81) k?herant part of the system design to 
prevent overfilling of screens, baam stops, targets, etc. 

i. q LE ser pmjectors will not be delivered to any other party under an agreement of sale, lease, or loan uniass +nd until the recipient demonstrates 
th It they have a varianca in &fact at the time of dellvary that pennits them to produc8 las?r.light Shows IrWrporating such projWor(s). 

j. In addition to the requirements of 21 M  R 1040.10(h), tha manufacturar of laser pmjectors/systams wifi proyida to parties who purchase, lease, 
or !xxrow the equipment, adequate users’ instructidns f&r safa hstaWon and operation which explain the responaibiifty of the recipiant as an 
in:ependant light show manuf&turer to @&nit the required reports and apply for and obtatn a variance from CDRH prior to introduction into 
cc nmerce of any laser light shows. 

k. q Tke requirements of 21 CFR 1002.30(a)(l) and (2) will ba aczompiishad through the usa of written procedutgs for setup, alignment, testing, 
ard perf6rmance of each show. Thasa proceduras will be in #Went detail to ensure compliance with 21 CFK 104O.‘fO, the condiis of this 
w iance, and the control of access to radiation areas using tha procedures described in the A~StZl36.1 standard fw the safe usa of lasers 
(A-Rerican National Sfandards Insfifvfe, @30 Brmdway, New~York NY 10018) or any other equW@nt use~cwrsensus standard and, v&are 
a~:oiicable, state or local requirements. Laser radiation areas which can contain rai#tkm tav&sabove the limits specified in 21 CFR 1040.1 I(C) 
wi i be clearly identified by theposting of wamlng sigris and/or restrtctlng access through physica% means @ @  as pras8um switches, photo 
ct Is, bar&s, gvatds, etc.]. Thase requiiemenfs apply to tampo&y araas {such as duing set up and atigFtment-pmadums) and to fmal or 
p ,manent areas. The variance &kler wlft retain the mc~rds of these-procedures and the ~~0% of all Zests irs ~equiired by 21 CFR 1002.31. A 
ccuy of the variance appiicetkm, the approval letter, current procedures, and racordsn&ting toea@ p&War show will be with the operator 
or gther rasponsibia individual and will bemade avaitabie for i~spectton by FDA and oth@r responsibla authdrtties. 
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I. 

(1: l%e Center for Devices and Radpgioal Haalth, Of&g of C%m@arw 
initial and dosing datas forftxed @Mlations eind the &temty for mobl 

MD 20850, f3rovidlng th8 
fead-t showhavebsan 

ndalisungofalleffactsto 

alignment, r&t38rsak, 
ested by FAA will bs 

(3 Stat8 and local radiation control o@lcas&gn* forall shaws to be pe&fmsd%&& ,~~j~~,~” WI mq&emsnts of stata and bocal 
law will bs satistisd and any ob&$ons @sad by Wafguthorffliis till ba iss~lvad or% 
eve&bile from fhs center forDe@ss end !?a&hgbaf #a&h upon req&t$ 

r.We&d. IA list of t&c&W end stat8 O@@S is 

I CER”WY that all of the above k&r&ion and stat- ars 
my variance application may ba danied or my’ va 
matarinl way. I have submkted and will Submit a 
further w&stand Fat I may ba rawfred by 
Informfion as may bs necessalyto-a 


